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(i) The petition shall be signed by the 
petitioner or by his/her attorney or 
agent, or (if a corporation) by an au-
thorized official. 

(j) Agency action on the petition. (1) 
Within 15 days of receipt of the peti-
tion, the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner that the petition is un-
dergoing agency review and that the 
petitioner will subsequently be notified 
of the agency’s decision to file for com-
prehensive review or deny the petition. 

(2) Within 100 days of the date of re-
ceipt of the petition, FDA will notify 
the petitioner by letter that the peti-
tion has either been filed for com-
prehensive review or denied. The agen-
cy will deny a petition without review-
ing the information contained in ‘‘B. 
Summary of Scientific Data’’ if the in-
formation in ‘‘A. Preliminary Require-
ments’’ is inadequate in explaining how 
the substance conforms to the require-
ments of § 101.14(b). If the petition is 
denied, the notification will state the 
reasons therefor, including justifica-
tion of the rejection of any report from 
an authoritative scientific body of the 
U.S. Government. If filed, the date of 
the notification letter becomes the 
date of filing for the purposes of this 
regulation. If FDA does not act within 
such 100 days, the petition shall be 
deemed to be denied unless an exten-
sion is mutually agreed upon by FDA 
and the petitioner. A petition that has 
been denied, or has been deemed to be 
denied, without filing will not be made 
available to the public. A filed petition 
will be available to the public to the 
extent provided under paragraph (e) of 
this section. 

(3) Within 90 days of the date of fil-
ing, FDA will by letter of notification 
to the petitioner: 

(i) Deny the petition, or 
(ii) Inform the petitioner that a pro-

posed regulation to provide for the re-
quested use of the health claim will be 
published in the FEDERAL REGISTER. If 
the petition is denied, the notification 
will state the reasons therefor, includ-
ing justification for the rejection of 
any report from an authoritative sci-
entific body of the U.S. Government. 
FDA will publish the proposal to 
amend the regulations to provide for 

the requested use of the health claim 
in the FEDERAL REGISTER within 90 
days of the date of filing. The proposal 
will also announce the availability of 
the petition for public review. 

(iii) If FDA does not act within 90 
days of the date of filing, the petition 
shall be deemed to be denied unless an 
extension is mutually agreed upon by 
FDA and the petitioner. 

(4)(i) Within 270 of the date of publi-
cation of the proposal, FDA will pub-
lish a final rule that either authorizes 
use of the health claim or explains why 
the agency has decided not to author-
ize one. 

(ii) For cause, FDA may extend, no 
more than twice, the period in which it 
will publish a final rule; each such ex-
tension will be for no more than 90 
days. FDA will publish a notice of each 
extension in the FEDERAL REGISTER. 
The document will state the basis for 
the extension, the length of the exten-
sion, and the date by which the final 
rule will be published, which date shall 
be within 540 days of the date of receipt 
of the petition. 

[58 FR 2534, Jan. 6, 1993; 58 FR 17097, Apr. 1, 
1993, as amended at 59 FR 425, Jan. 4, 1994; 62 
FR 28232, May 22, 1997; 62 FR 40599, July 29, 
1997; 63 FR 26719, May 14, 1998; 63 FR 40024, 
July 27, 1998; 66 FR 56035, Nov. 6, 2001] 

§ 101.71 Health claims: claims not au-
thorized. 

Health claims not authorized for 
foods in conventional food form or for 
dietary supplements of vitamins, min-
erals, herbs, or other similar sub-
stances: 

(a) Dietary fiber and cardiovascular 
disease. 

(b) Zinc and immune function in the 
elderly. 

[58 FR 2534, Jan. 6, 1993, as amended at 58 FR 
2548, 2578, 2620, 2639, 2664, 2714, Jan. 6, 1993; 58 
FR 17100, Apr. 1, 1993; 59 FR 437, Jan. 4, 1994; 
65 FR 58918, Oct. 3, 2000] 

§ 101.72 Health claims: calcium and 
osteoporosis. 

(a) Relationship between calcium and 
osteoporosis. An inadequate calcium in-
take contributes to low peak bone 
mass and has been identified as one of 
many risk factors in the development 
of osteoporosis. Peak bone mass is the 
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